
April 16,2003 

Dr. Kathleeq Ellwpod, 
Director, Division of ~&i&$~~o&&ns &d.Eab&@ ” ‘- 
FDA, Center for FOOC! Safety and Applied Nutrition 
Office of Nutria&& ergdtc& Labeling and Dietary Supplements 
HFS-830 
5 100 Paint Branch Parkway V”, _*.. L.., /A x , .** ..A__ 
Cokge Park, MD 20740 

e 

Dear Dr. Ellwood: 

This letter is to, formally agree to a 90-day extension of the, de&j&c ,fOr q.@dszg!i2q,of . 9 _.h m* ,,‘ 
our petition entitled, “Authorization of a health, claim for nuts .md coronary heart disease” 
that was filed $itb< your office on August 28,2002.- ‘Tde”~~~~Z~~~e;stipulated in your 
letter to the International Tree Nut Council was Mqcfi 6,2003.~ This date was e&nded ,, I. (S..W”,, ,” \*, ,“*a - ., “, l>***l_ “j to April l *, as acknowledged by -& ~--~;~-y+-~~arch‘BI wi ;l;;ii; agree tii:;fikn” 

the deadline to July 17,2003. 

We appreciate your care&l consideration of op petition and look forwa!d to work&g 
with the Agency during the neti 90 days to move toward..autho&atjop .of tl$s @portant 
new claim. 

Sincerely, 

Doug Youngdahl 
Chairman 

4 
2413 Anza Avenue l D.a$s, CA 95616 l 53&297-$395 f Fax 53O-?97-5830 ^a* ./,, 



Date: 

Place: 

Memorandum of Meeting 

March 27,2003 

Harvey W. Wiley Federal Building, College Park; MD ’ 
Room 4CO75 

Subject: Health Claim Petition-“mte.mational Tree Nut Coupi, _ .., _<* . -, _. r. ,- .yyb.Q* .- h,“, II 
Nutrition ‘Research and Education Foundatron 
(Docket No. OZP-0505) 

Participants: 

Joanne Lupton, Ph.D., Visiting Scientist (HFS-800) 
Shellee Anderson, M.S., Food Technologist (HFS-800) 
Kathleen Ellwood, Ph.D., Director, Division of Nutrition Lcabeling and Programs 

(HFS-830) 
Nancy Crane, M.P.H, R.D., Expert Regulatory Review Scientist, Division of 

Nutrition Labeling and Programs @ IFS-830) 

Office of Science 
Elizabeth yetley, Ph.D., Lead Scientist fo4 Nut$ti,on Q-IFS-006) 

Office of the Commissioner Office. oPti;evei;i;f ~c~,,s~l ,. x . 1 

Michael Landa, Esq~~‘DeputyChief Counsel (GCF-1) 
Heather Banuelos, Esq., General Attorney (GCF-1) 

Internatio,nal~.Tree Npt Council Nutrition Research and Education Foundation j .,, __.. s/1 , :‘” ,ijJ, .M.L~.“t”<d _,., ,? S.” “. : ,a. 
Guy Johnson, Ph.D., Johnson ‘Nun&n Solutions 

< I “qz ,e ! / ““~““,J, _! ,- ;q: (^’ ,‘lAi *i‘,,, ‘f? Ji ̂  

Maureen Temus, Nutrition Coordinator, MS., R.D., International Tree Nut 
CounQ~‘Nutrition Research and Education Foundation ‘ . . *i , Ij _. ,.e, ~..a~~“~i...~~~~r.~rii.~;,~,..r~”~,-,c~~.”~.-.i * .1 I.\,s_r.+ (“_ II ,,$ / 2” +- r / ~#.~<A# s*$“&#,q*>“*b,>, *,r’ r __ * ^ _, __ / _ __ 

Richard Walden, President, .Farmers Investment Company 

The meeting was held at the invitation of,FDA to ,djscuss the agency’s tentative 
conclusions in a letter,~dat.ed~March !4,2003, in response to a health claim petition 
submitted on behalf.of the International Tree~NutI~Council Nutrition’Researeh and x I 0:. .$#3..$3% ‘.?yS*““‘r , -,,-~-,,,-~~i~~,~l:~~~..)., :’ 1<;, 
Education Foundation (INCNREF). This petition requested thatFDA authorr?e,,a,heahh ,. ” ’ 
claim about the, rel.ationship between the consumption of nuts and the reduction ,of risk of ~., ,\s ,, 
coronary heart disease on the ,label or in the labeling of certain whole or chopped nuts “. .( .._.*_ %_j .._/%I ““da 

rtain nut-co”ntaining products. , 



I . . , 

FDA and INCN&.EF,representatives discussed several issues at this  meeting inc luding: 1) 
FDA’s  tentative conclus ion that the current s c iermic evidence supports a qualified health *. r*,.* .q* ,> ,~, ̂  
c laim for nuts , but not a health c laim with s ignificant s c ientific  agreement; 2) the 
applicability  of the c laim to some but not all nuts ; and 3) the relatively  high levels  of nuts  
used in the s tud&s_ to achieve the c laimed effec t, and potential adverse effec ts . _ .j..~~,_ ,__ _.bb,_,* ,, ,._ . gw :> .,“. ,.W ” .a _^_” 

INCNREF representatives s tated that they  s till wanted to pursue a health c laim with 
s ignificant s c ientific  agreement and asked if FDA would rev&$ the s tudy  ‘design’ prior to 
their conducting further research. FDA responded (1) that they  could continue to pursue 
a health c laim with s ignificant s c ientific  agreement and that the agency would review the 
s c ience, and (2) that the agency would work with them on a s tudy-design as .’ 
c ircumstances allow, recogniz ing FDA’s  very  limited resources and s taffing. 

INCNREF representatives also proposed conducting consumer research with respect to 
the wording of a qualified health c laim for nuts . 

Shellee Anderson, M.S. 

c c : FDA meeting partic ipants  

k  

2 


